SPL Highlights Data Element Table

Table 1: Indication and Usage

Indication category — Medical Problem | Usage
Indication | Intent of Maximum Use Precondition Precondition | Section
use dose category category
Condition of Use

Limitation of Use

Table 2: Interactions and Adverse Reactions

Interaction and Adverse Reaction

Interaction

Contributing factor

Type of Consequence

Consequence | Labeling section

Adverse Reactions

Contributing factor

Type of Consequence

Consequence | Labeling section

Table 3: Pharmacological Class

Substance

Pharmacological Class




